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The oath or declaration is defective. A new oath or declaration in 
compliance with 37 CFR 1.67(a) identifying this application by application 
number and filing date is required. See MPEP §§ 602.01 and 602.02. 

It is noted that applicant's representative states that a new oath or 
declaration will be submitted as soon as applicant's signature can be ob- 
tained. 

Claims 7-9 and 33-45 and claims drawn to the invention of Group I not 
limited to the indicated specie are withdrawn from further consideration pur- 
suant to 37 CFR 1.142(b), as being drawn to a nonelected invention, there be- 
ing no allowable generic or linking claim. Applicant timely traversed the re- 
striction (election) requirement in the reply filed on 10/13/04 and 3/2/05. 

The amendment filed 11/10/05 is objected to under 35 U.S.C. 132(a) be- 
cause it introduces new matter into the disclosure. 35 U.S.C. 132(a) states 
that no amendment shall introduce new matter into the disclosure of the in- 
vention. The added material which is not supported by the original disclo- 
sure is as follows: Applicant has changed the previous recitations of "10 
g/ml" and "10 g/ml" in columns 2 and 3 of Table 2 to "10 uM" and "100 uM", re- 
spectively, with the only explanation being that "applicant has amended Table 
2 to correct a typographical error". This is no explanation as to why these 
changes were made and therefore it is deemed to be new matter until proven 
otherwise by applicant. "10 g/ml" is not the same as "10 uM", which is de- 
fined as 10 jimoles of the antibiotic per liter. Exactly what a mole is de- 
pends upon the molecular weight of the particular antibiotic. Changing "10" 
to "100" in the second column is a ten fold change with absolutely no explan- 
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at ion as to why this was done. Are the changes perhaps related to some reci- 
tations in the rest of the specification? 

Applicant is required to cancel the new matter in the reply to this 
Office Action. 

Claims 1, 15, 17-18 and 27 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

Claims 1, 17 and 27 are indefinite and confusing in that they do not 
properly state a Markush group. MPEP 2173.05(h) states that Markush groups 
can be expressed as "selecting from the group consisting of A, B and C" or 
else "wherein R is A, B, C or D" . The instant recitation does not contain 
the words "and" or "or" and therefore are confusing. 

Claim 15 is indefinite in the recitation of "said on or more P-lactam 
antibodies", which has no antecedent basis. 

Claim 18 is incorrect in that it does not end with a period. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 1-3, 6, 10-20, 23, 26-29 and 32 are rejected under 35 U.S.C. 
112, first paragraph, as failing to comply with the enablement requirement. 
The claims contains subject matter which was not described in the specifica- 
tion in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and/or use the invention. 
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This rejection is repeated for the reasons given in the last action. Appli- 
cants arguments have been carefully considered but do not overcome the ins- 
tant rejection. 

Applicant argues that the specification teaches a much broader enable- 
ment than the addition of a P-lactam antibiotic to a biologically active mole- 
cule by panning phages. As previously stated, while the specification has 
many general discussions about antibiotic resistance, the characteristics of 
various biologically active proteins and various models for analyzing various 
disease conditions and molecules, it does not teach how to make a catalytic 
antibody that will attach "a label to said target molecule". Nowhere is this 
shown to be operable nor what method and/or hapten to use to make this cata- 
lytic antibody. The production of catalytic as opposed to non-catalytic an- 
tibodies is not predictable but rather requires some inventive contribution 
by applicant such as the specific antigen to use and/or the specific method 
to use. 

Janda, et . al. (U-l) , Schultz (D) , Sinha, et al . (E) and Yu, et al . (V- 
1) are cited in this regard. In Janda, catalytic antibodies were raised 
against hapten (1) and it was found that substrates with the greatest homol- 
ogy to the hapten (2 and 3) were not hydrolyzed appreciably by the antibody, 
whereas substrates that had less homology to the hapten (4-6) were hydro- 
lyzed. In Schultz, a catalytic antibody raised against a mixture of diaster- 
eomers of a hapten (I) catalyzed the cleavage of a homologous substrate (II) 
but only the D diastereomer , not the L diastereomer , even though the hapten 
was a mixture of diastereomers . In Sinha, et al . the hapten used to make the 
antibodies (Fig. 4) had essentially no resemblance to the reactants or pro- 
ducts of the reaction catalyzed (Fig. 1). In Yu, et al . twenty-nine differ- 
ent antibodies were made against a close analog of a substrate and none of 
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them had catalytic activity (see column 2, page 340) . As discussed by Taw- 
fik, et al. (W-l) on pages 91-92, most catalytic antibody activity (in 1994) 
"is still very modest" compared with enzymes. " [T]he nature of all of the 
reported antibody-catalyzed reactions is such that they proceed with measura- 
ble rates even in the absence of any catalyst". "Most of the antibody cata- 
lyzed hydrolytic reactions involve esters, and in particular phenyl esters 
(that are relatively labile) .... The hydrolysis of amides, that are orders of 
magnitude more stable than esters, was demonstrated only when activated amide 
substrates were used or when intramolecular deamidation could occur...or by 
utilizing the chemical reactivity of a metal complex". Applicant have not 
demonstrate that catalytic antibodies can be made to any and all target mol- 
ecules and "labels" to attach the label to the target molecule. Nor is there 
any teaching in the specification of any prior art that would lead one to 
make such antibodies. Therefore it is maintained that undue experimentation 
would be required to practice the claimed invention. 

Factors to be considered in determining whether a disclosure would re- 
quire undue experimentation have been summarized in Ex parte Forman, 230 USPQ 
546, 547 and used in determining proper scope in numerous later decisions such 
as In re Wands, 8 USPQ2d 1400, 1404. These factors are (1) the quantity of ex- 
perimentation necessary, (2) the amount of direction or guidance presented, (3) 
the presence or absence of working examples, (4) the nature of the invention, 
(5) the state of the prior art, (6) the relative skill of those in that art, 
(7) the predictability or unpredictability of the art and (8) the breadth of 
the claims. In the instant application there is essentially no guidance given 
as to what hapten or process to use to make the catalytic antibodies (2) and 
there are no examples given (3) . As stated supra, there is apparently no 
guidance given in the prior art to make these particular catalytic antibodies 
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(5) and the breadth of the claims is broad (8). Therefore, it is maintained 
that undue experimentation would be required to practice the invention with the 
guidance given in the instant specification. 

Claims 17-20, 23 and 26 have been amended to be drawn to a u non-natur- 
ally occurring enzyme'' . The specification does not teach nor enable one of 
ordinary skill in the art to make the "non-naturally occurring enzyme" of the 
instant claims. Other than the general recitations referred to supra, it is 
not taught how a naturally occurring enzyme could be modified to make a non- 
naturally occurring one having the attributes of the instant claims. There 
are no examples given in the specification of such an enzyme having been made 
and it is maintained that undue experimentation would have been required to 
make such an enzyme for many of the reasons outlined supra. 

Claims 1-3, 6, 10-20, 23, 26-29 and 32 are rejected under 35 U.S.C. 
112, first paragraph, as failing to comply with the written description re- 
quirement. The claim (s) contains subject matter which was not described in 
the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor (s) , at the time the application was filed, had 
possession of the claimed invention. This rejection is repeated for the 
reasons given in the last action. Applicants arguments have been carefully 
considered but do not overcome the instant rejection. 

Applicant argues that the enablement prong of 35 USC § 112 first para- 
graph is separate and distinct from the written description requirement and 
that "[i]t appears that the Examiner is confusing the 'written description' 
and 'enablement' prongs". The examiner is aware that the two requirements 
are separate and distinct and that is why he make two separate rejections. 
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He is not confusing the two requirements. It is then argued that "the func- 
tion of the written description requirement is to ensure that. ..inventors. ..had 
possession, as of the filing date of the application... [and that] how the spe- 
cification accomplishes this is not material". Next the examiner's attention 
is drawn to Example 16 is the Written Description Guidelines. This example 
deals with non-catalytic antibodies and states that where the antigen is 'dis- 
closed, an antibody made to that antigen would meet the requirement of 35 USC 
§ 112 first paragraph. This does not state anything about catalytic antibod- 
ies . As previously stated and as stated in the specification, catalytic an- 
tibodies are generally made using transition states to the reaction to be ca- 
talyzed. Some transition state analogs or other hapten will produce cataly- 
tic antibodies and some will not, as discussed supra. This is not predicta- 
ble beforehand. The instant claim are drawn to attaching any label to a tar- 
get molecule consisting of any "protein, peptide, nucleic acid, carbohydrate, 
cell, subcellular particle, virus, steroid, [and] lipid ,/ . While a particu- 
lar target molecule might be known and a particular label might be known, the 
claims are not limited to any particular ones. The specification certainly 
does not teach any hapten that will produce a catalytic antibody, so that 
even if the particular target molecule and label were known, the particular 
hapten that would produce a catalytic antibody that would attach a label to 
the target molecule is not taught in the specification. Therefore it is 
maintained that one of ordinary skill in the art reading the instant specifi- 
cation would not conclude that applicant had possession of the claimed inven- 
tion. Similarly, it is maintained that one of ordinary skill in the art 
would conclude that applicant did not have possession of the "non-naturally 
occurring enzyme" of claims 17-20, 23 and 26. 
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Applicant's amendment necessitated the new ground (s) of rejection pre- 
sented in this Office action. Accordingly, THIS ACTION IS MADE FINAL. See 
MPEP § 706.07(a). Applicant is reminded of the extension of time policy as 
set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to 
expire THREE MONTHS from the mailing date of this action. In the event a 
first reply is filed within TWO MONTHS of the mailing date of this final 
action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee 
pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply 
expire later than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Charles L. Patterson, Jr., PhD, whose 
telephone number is 571-272-0936. The examiner can normally be reached on 
Monday - Friday from 7:30 to 4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Ponnathapura Achutamurthy , can be reached on 571-272- 
0928. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status informa- 
tion for published applications may be obtained from either Private PAIR or 
Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see 
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http://pair-direct.uspto.gov. Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866-217- 



9197 (toll-free) . 




Primary Examiner 
Art Unit 1652 

Patterson 
January 23, 2006 



